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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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1 )KI Responsive to communication(s) filed on 10 February 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1 -1 7, 48, 50-59, and 61-66 are rejected under 35 U.S.C. 1 1 2, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

3. Claims 1 , 48, and 55 recite a sonophoresis system with combination lead/can 
delivery. The specification supports a lead embodiment and a can embodiment, but the 
Examiner was unable to find support for a combination lead/can embodiment. Further, 
the Examiner was unable to find support for a single driving arrangement that provides 
sonophoresis delivery from both the lead and the can, as recited in claims 1 , 48, and 55. 
Lastly, in regards to claim 55, the Examiner was unable to find support for an 
embodiment with a driver apparatus configured to facilitate sonophoresis of at least one 
of the pharmacological agents because there is no disclosure of a single driver to 
facilitate delivery from both the can and the lead. 

4. Claims 1 -23, 25-32, 48, 50-59, and 61 -66 are rejected under 35 U .S.C. 1 1 2, first 
paragraph, as based on a disclosure which is not enabling. Elements critical or 
essential to the practice of the invention, but not included in the claim(s) is not enabled 



Application/Control Number: 10/728,072 Page 3 

Art Unit: 3762 

by the disclosure. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976). 
Claims 1,18, 48, and 55 recite driving arrangements that are lacking critical elements. 
The driving arrangement, as disclosed, is incapable of operation without a ground layer 
and power source to cause movement of the PVDF layer. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1-23, 25-32, 48, 50-59, and 61-66 are rejected under 35 U.S.C. 112, 
second paragraph, as being incomplete for omitting essential elements, such omission 
amounting to a gap between the elements. See MPEP § 2172.01 . The omitted 
elements are: a ground layer and power source in the driving arrangement. 

7. Claims 1-17, 48, 50-59, and 61-66 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

8. Claim 1 is vague because the pharmacological agent is an element of the 
implantable cardiac system, and the pharmacological agent is provided along an 
exterior surface of the implantable cardiac system, amounting to a recitation of a 
pharmacological agent provided along an exterior surface of a pharmacological agent. 

9. Claims 1 , 48, and 55, the driving arrangement/means for impelling/driver 
apparatus is vague because it is unclear whether the same driver is being used for both 
the lead and the can, or whether two separate drivers are being used. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL KAHELIN whose telephone number is 
(571)272-8688. The examiner can normally be reached on M-F, 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michael Kahelin/ 
Examiner, Art Unit 3762 

/Angela D Sykes/ 

Supervisory Patent Examiner, Art Unit 3762 



